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PARACETAMOL 650 mg
RELIEVES SYMPTOM OF:
> Headache »> Common cold
) Muscular aches ) Toothache
))> Backache )) Menstrual cramps
Y>> Arthritis ) Fever
— COMPOSITION: Each film coated contains Keep out of the reach of children - Read caretully the insert before use.
Paracetamol 650 mg Store at temperature below 30°C, in a dry place, protect from light
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Box of 10 Blister x 10 Film Coated Tablets

" Tydol:so

PARACETAMOL 650 mg

“THANH PHAN:

M3i vién nén bao phim chua:
Paracetamol.......
Té dugc vita dd..

Chi dinh, cdch dung, than trong va
chéng chi dinh va cédc théng tin khdc:

Xin xem t6 hudng dan sir dyng.

Béo quan & nhiét d6 dudi 30°C,
noi khé rdo, trdnh dnh sdng.

Hép 10 Vi x 10 Vién Nén Bao Phim

Tydolsso

PARACETAMOL 650 mg

- COMPOSITION:

Each film coated tablet contains:
Paracetamol....
Excipients q.s..

..one tablet

Indication, administration, precaution and
contraindication and other information:
See the insert.

Store at temperature below 30°C, in a
dry place, protect from light.
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TYDOL® 650

Paracetamol

Pé xa tam tay tré em‘
Poc ky hudng da‘ﬁ u’ dung‘irlm*c khl dung
Thong bao ngay\b hac Sy hpac/ dwge sy nhiing tdc dung khong mong mudn gap phai khi sir

/\/

dung thudc \\" e B
N oL
PHiiN . HUGNG DAN SU DUNG THUOC CHO NGUGI BENH , /

ol
1. THANH PHAN, HAM LUQNG CUA THUOC: M3i vién nén bao phim chiia: fi;{jl\)
- Hoat chéat. Paracetamol............cccc e .650 MQ N

- T4 duoc: Tinh bot ngd, povidon K30, tinh bot tién hd hoa, natri starch glycolat, gelatin, silic oxyd
dang keo khan, talc, magnesi stearat, opadry Il white.

2. MO TA SAN PHAM:

Vién nén bao phim, hinh thudn dai, mau trang, c6 in chii s0 “Tydol 650" mau den trén hai mét vién.

3. QUY CACH BONG GOI:

Hop 1 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

4. THUOC DUNG CHO BENH Gi:

- Ha sot.

- Diéu trj cdc con dau nhe dé&n trung binh gdm: nhic ddu, dau do cdm lanh va cam cim, dau hong,
dau do hanh kinh, dau sau khi tiém ngiia hay nhd rdng, dau ring, dau nlia ddu, dau do viém xuong
khép.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Céch dung: Dung dutng udng.

Liéu ding: Uong thudc cach mdi 4-6 gid néu cin

- Ngudi 16n: ubng 1 vién. Khong dung qua 6 vién/ 24 gio.

- Tré em tir 7-12 tudi: ubng % vién. Khong ding qud 3 vién trong 24 gio.

Kho&ng céch t6i thiéu gitia 2 1dn udng: 4 gio.

Luu y: Khong dung thudc dé ty diéu tri gidm dau qua 10 ngay G ngudi I6n va qud 5 ngay & tré em,
hodc sot cao (39,5°C) qua 3 ngay trii khi c6 chi dinh cla béc sT. |

6. KHI NAO KHONG NEN DUNG THUOC NAY:

Ngudi bénh qué man v6i paracetamol hodc v6i bat ky thanh phin nao clia thudc.

Suy gan ndng.

7. TAC DUNG KHONG MONG MUGN:

It gap:

Ph4t ban, budn ndn, non, loan tao médu (gidm bach cdu trung tinh, gidm toan thé huyét cdu, gidm
bach cdu), thifu mau, bénh thin, ddc tinh than khi dung thudc dai ngay.

Hiém gdp:

Phan (ing qud man.



8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI DANG SU DUNG THUOC NAY:
- Thudc chéng déng mau coumarin va dan cht indandion.

- Phenothiazin.

- Rugu.

- C4c thudc chdng co gidt (gdm phenytoin, barbiturat, carbamazepin), isoniazid.

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:

N&u ban quén dung thudc, dung né ngay khi ban nhd. NEu thoi gian gan tdi lidu k& ti€p, thi hdy bo
qua liéu bi quén va ding liéu k& tiép theo k& hoach binh thutng. Khong nén gap doi liéu dung.

10. CAN BAO QUAN THUOC NAY NHU THE NAO:

G nhiét do dudi 30°C, noi kho rdo, tranh dnh sang.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Triéu ching:

Nhiém doc paracetamol c6 thé do dung mot liéu doc duy nhdt, hodc do udng I&p lai liéu I6n
paracetamol (vi du 7,5 — 10 g mbi ngay, trong 1-2 ngay ), hodc do udng thudc dai ngay. Hoai ti gan
phu thudc liéu 1a tdc dung doc cap tinh nghiém trong nhat do qué lidu va c6 thé gay tli vong.

Bubn ndn, ndn, va dau bung thudng xay ra trong vong 2-3 gid sau khi ubng liéu doc cla thudc.
Methemoglobin méu, ddn dén chiing xanh tim da, niém mac va moéng tay 1a mot ddu hiéu dic trung
nhiém doc cdp tinh din chat p-aminophenol; mdt lugng nhd sulfhemoglobin cling c6 thé dugc san
sinh. Tré em c6 khuynh huéng tao methemoglobin d& hon ngudi 16n sau khi udng paracetamol.

Khi bi ngd doc ndng, ban ddu c6 thé co kich thich hé than kinh trung uong, kich dong, va mé sang.
Tigp theo c6 thé 1a Gc ché hé than kinh trung uong: sling sd, ha than nhiét, mét 14, thd nhanh, nong;
mach nhanh, yéu, khong déu, huyét ap thdp va suy tudn hoan. Truy mach do giam oxy huyét tuong
doi va do tac dung Gc ché trung tam, tdc dung nay chi xdy ra véi liéu rat I6n. Soc ¢ thé xay ra néu
gian mach nhiéu. Con co giat nghet thd gay tli vong cd thé xay ra. Thudng hon mé xay ra truéc khi
chét dot ngdt hodc sau vai ngay hon mé.

D4u hiéu 1am sang thuong ton gan tr& nén ro rét trong vong 2 d&n 4 ngay sau khi uéng liu doc.
Aminotransferase huygt tuong ting (d6i khi ting rat cao) va ndng do bilirubin trong huyét tuong cling
c6 thé ting; thém nia, khi thuong t6n gan lan rong, thoi gian prothrombin s& kéo dai. C6 thé 10%
ngudi bénh bi ngd doc khong dugc diéu tri ddc hiéu dd c6 thuong tén gan nghiém trong: trong s6 dé
10% d€n 20% cudi cung chét vi suy gan. Suy than cdp cling xdy ra & mot s6 ngudi bénh. Sinh thiét
gan phét hién hoai tif trung tdm tiéu thuy trir ving quanh tinh mach clia. 0 nhiing trusng hop khong
t{f vong, thuong ton gan phuc hdi sau nhiéu tudn hodc nhiéu thang.

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Thong bdo ngay cho béc sy hodc dén bénh vién gan nhat.

Nhé mang theo nhan thudc hodc lugng thudc con lai d& bac sy biét thusc ma ban da dung.

13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Tham khao y kién bac sy néu cac triéu chiing khong thuyén gidm hodc ngudi bénh bi suy gan hoic
suy than ndng.

Ngudi bi phenylceton- nigu, b&nh thi€u mdau tir truéc va udng nhiéu ruou.

Khong ding véi cac thudc khdc cd chira paracetamol.

Doi khi c6 nhiing phan (ing da gdm ban dat sdn ngda va may day: nhiing phadn ing man cam khéc
gdbm phu thanh quén, phd mach va nhiing phan Gng kiéu phan vé cé thé it khi xay ra. Giam ti€u cau,
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giam bach cdu va giam toan thé huy&t cdu dd xdy ra véi viéc sii dung nhiing dan chat p-aminophenol,
ddc biét khi dung kéo dai cdc liu I6n. Gidm bach cdu trung tinh va ban xudt huyét gidm ti€u ciu da
xay ra khi dung paracetamol. Hiém gdp madt bach cau hat 6 ngudi bénh dung paracetamol.

Usng nhiéu ruogu ¢ thé gay ting doc tinh v6i gan cla paracetamol, nén tranh hodc han ché ung

ruou.

Thoi ky mang thai va cho con bii: Cac nghién ciu trén dong vat khong phét hign bat ci nguy -hai
nao dén su mang thai va su phat trién clia phoi thai-bao thai. Cac nghién ciu trén ngudi chua thdy cé
nhiing bi€u hién ¢ hai cho me va tré dang bi me. Chi dung paracetamol 6 ngudi mang thai khi that
can thiét.

Anh huting ciia thudc déi véi cong viéc: Chua ghi nhan dudc bdo cdo phan (ng bt Igi hoic chua c6
nghién ctiu nao vé& anh hudng cla thudc 1&n khd nang van hanh mdy mdc, 1ai tau xe, ngudi fam viéc
trén cao va cac truong hop khac.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:

Trong trudng hop qua liéu hodc tdc dung khdng mong mudn.

Khi dang dung thusc khac hodc mot loai thuc phdm.

N&u can thém thdng tin xin hoi y kién bac sy hodc dugc sy.

15. HAN DUNG cUA THUOC: 48 thang ké tUi ngay s&n xudt. Khong dung thudc khi qué han ding.
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PHAN II. HUGNG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. DUGC LUC HOC:

Nhém duge ly: Gidm dau, ha sot.

Ma ATC: NO2BEO1

Paracetamol 13 thudc gidm dau — ha sot hiiu hiéu cd thé thay thé& aspirin, tuy vay paracetamol khong co
hiéu qua diéu tri viem. V6i lieu ngang nhau, paracetamol ¢6 tic dung gidm dau ha sot tuong tu nhu aspirin.
Paracetamol lam giam than nhiét 6 ngudi bénh sot nhung him khi lam gidm than nhiét 6 ngudi binh
thudng. Paracetamol, v6i liéu diéu tri, it tic dong dén hé tim mach va hd hap, khong lam thay d6i can
bang acid — base, khdng gay kich Gng, xudc hodc chdy méau da day nhu khi dung aspirin va salicylat. Khi
dung qué liéu paracetamol, chat chuyén hoé N-acetyl-p-benzoquinonimin gay doc ndng cho gan. Liéu binh
thudng, paracetamol dung nap t6t khdng co nhiéu tac dung phu nghiém trong nhu aspirin. Tuy vay qua liéu
cap tinh (trén 10 g) s& lam t6n thuong gan gay chét ngudi.

2. DUGC PONG HOC:

Paracetamol dugc hdp thu nhanh tif dudng tiéu hoa v6i nong do dinh trong huyét tuong dat duoc
khodng tif 10 - 60 phdt sau khi udng. Paracetamol dugc phan bd trong hau hé&t cdc md clia co thé.
Paracetamol qua nhau thai va hién dién trong siia me. Gan k&t véi protein huyét tuong khong dang ké
tai ndng do diéu tri thdng thudng nhung gian k&t sé ting khi ndng do ting. Thoi gian béan théi cla
paracetamol thay ddi ti khodng 1 d&n 3 gid. Paracetamol dugc chuyén héa chli y&u & gan va bai tiét
trong nudc tiéu chd y&u dudi dang lién hop glucuronid (60 - 80%) va lién hop sulphat (20 - 30%). it
hon 5% dugc bai tigt dudi dang khong d6i. Mot phan nhd (dudi 4%) duoc chuyén héa dubi téc dung
clia cytochrom Puso thanh chat chuyén héa. Trudng hop ngd doc do dung liéu cao, lugng chat chuyén
hoa tdng 1&n va dugc khi doc nhd lién hgp véi glutathion. Paracetamol bi N-hydroxyl héa boi
cytochrom Puso dé tao nén N-acetyl-benzoguinonimin (NAPQ), mot chat trung gian co tinh phan (ng
cao. Chat chuyén héa nady binh thudng phdn Gng véi cadc nhom sulfhydryl trong glutathion va bj khi
hoat tinh. Tuy nhién, néu udng liéu cao paracetamol, chat chuyén hdéa nay dugc tao thanh véi luong di
dé lam can kiét glutathion clia gan; trong tinh trang dé, chat NAPQ khong dudc lién hop véi glutathion
gdy doc cho t& bao gan, ddn dén viém va cd thé dan dé&n hoai tli gan.

3. CHi DINH:

Paracetamol [a mot thudc giam dau va ha sét.

Paracetamol dugc chi dinh trong:

- Ha sot.

- Diéu tri cac con dau nhe dén trung binh gom: nhic ddu, dau do cdm lanh va cdm cim, dau hong,
dau do hanh kinh, dau sau khi tiém nglia hay nhd ring, dau ring, dau n(ia ddu, dau do viém xuong
khép.

4. CACH DUNG, LIEU DUNG:

Cdch dung: Dung duting udng.

Liéu dung: Udng thudc cadch mdi 4-6 gio néu can

- Ngudi I6n: ubng 1 vién. Khong ding qua 6 vién/ 24 gio.

- Tré em tUi 7-12 tudi: udng % vién. Khong dung qué 3 vién trong 24 gid.

Khodng cach toi thiéu gitia 2 14n udng: 4 gid.

Luu y: Khong dung thudc dé tu diéu tri gidm dau qua 10 ngdy & ngudi I6n va qud 5 ngay & tré em,
hodc sot cao (39,5°C) qua 3 ngay trir khi ¢6 chi dinh clia bac sT.
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5. CHONG CHI DINH:

Ngudi bénh qué man v6i paracetamol hodc vGi bdt ky thanh phan nao clia thudc.

Suy gan ndng.

6. LUU Y VA THAN TRONG:

Thén trong va canh bao déc biét khi si dung thudc chira hoat chat paracetamol: Bédc s can canh
bdo bénh nhan vé cdc diu hiéu clia phan tng trén da nghiém trong nhu hdi ching Steven-Johnson
(SJS), hoi chiing hoai tii da nhiém doc (TEN), hay héi chiing Lyell, hoi chiing ngoai ban mun mi toan
than c&p tinh (AGEP).

Tham kh&o y kién bac sT néu cdc triéu chiing khong thuyén gidm hodc trong trudng hgp nguti bénh bi
sty gan hodc suy than ning.

Ngudi bi phenylceton- niéu, bénh thi€u mau tif truéc va ubng nhiéu rugu.

Khéng dung véi cac thudc khdc co chita paracetamol.

Poi khi c6 nhiing phan Ging da gdm ban ddt sin ngdia va may day; nhiing phén (ng man cam khéc
gbm phi thanh quan, phi mach va nhiing phan (ing kiéu phén vé c6 thé it khi xay ra. Giam ti€u cdu,
gidm bach cdu va gidm toan thé huyét cdu da xay ra vGi viéc st dung nhiing dan chét p-aminophenol,
dic biét khi dung kéo dai cdc liéu I6n. Gidm bach cdu trung tinh va ban xudt huy8t gidm ti€u ciu da
x4y ra khi dung paracetamol. Hiém gdp mat bach cau hat 6 ngudi bénh ding paracetamol.

Usng nhiéu rugu cé thé gy tdng doc tinh v6i gan clia paracetamol, nén tranh hodc han ché udng
rugu. '

Thai ky mang thai va cho con bi: Paracetamol thudc vé phan nhém B.

Cac nghién ciiu trén dong vat khong phat hién bat cii nguy hai ndo d&n su mang thai va sy phét-trién
clia phoi thai-bao thai. Céc nghién cliu trén ngudi chua thay cd nhiing biéu hién ¢6 hai cho me va tré
dang b me. Chi dung paracetamol & ngudi mang thai khi that can thigt.

Anh hugng ciia thudc doi voi cong viéc: Chua ghi nhan dugc béo céo phén (ing bét Igi hodc chua co
nghién cdu nao vé& anh hudng cla thubc 16n khd nang van hanh may moéc, 1ai tau xe, ngudi lam viéc
trén cao va cdc truong hop khéc.

7. TUONG TAC THUOC: -

USng dai ngay liu cao paracetamol lam ting nhe téc dung chéng dong clia coumarin va dan chat
indandion.

Dung déng thai paracetamol va phenothiazin ¢6 kha ning gy ha sot nghiém trong.

USng qua nhiéu ruou va dai ngay lam tdng nguy co paracetamol gay doc cho gan.

Cac thudc chdng co giat (gém phenytoin, barbiturat, carbamazepin), isoniazid ¢6 thé lam ting doc tinh
clia paracetamol trén gan.

8. TAC DUNG KHONG MONG MUON:

It gép, 1/1000 < ADR < 1/100

Phat ban, buén non, ndn, loan tao mau (gidm bach cdu trung tinh, gidm toan thé huyét ciu, giam
bach cdu), thi€u méu, bénh than, doc tinh than khi dung thudc dai ngay.

Hiém gép, ADR < 1/1000

Phan (ing qué man.
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9. QUA LIEU VA XU TRi:

Triéu ching:

Nhim doc paracetamol c6 thé do dung mot liéu doc duy nhat, hodc do udng Idp lai liéu I6n
paracetamol (vi du 7,5 — 10 g mdi ngay, trong 1-2 ngay ), hodc do ubng thubc dai ngay. Hoai tli gan
phu thudc lidu 13 tdc dung doc cap tinh nghiém trong nhat do qué liéu va co thé gay tli vong.

Bubn non, non, va dau bung thudng xay ra trong vong 2-3 gid sau khi ubng liéu doc cha thudc.
Methemoglobin médu, dan dén chdng xanh tim da, niém mac va mong tay [a mot ddu hiéu dic trung
nhiém doc c&p tinh dan chdt p-aminophenol; mot lugng nhd sulfhemoglobin ciing ¢ thé dugc sén
sinh. Tré em c6 khuynh hu6ng tao methemoglobin d& hon ngudi I6n sau khi udng paracetamol.

Khi bi ngd doc ning, ban dau cd thé cd kich thich hé thdn kinh trung uong, kich dong, vd mé séang.
Tigp theo ¢6 thé 1a Gc ché hé than kinh trung uong: sling sd, ha than nhiét, mét 14, thd nhanh, nong;
mach nhanh, yéu, khong déu, huy&t ap thdp va suy tudn hoan. Truy mach do gidm oxy huyét tuong
ddi va do tac dung lc ché trung tdm, tdc dung nay chi xdy ra véi liéu rat 16n. S6c c6 thé xay ra néu
gian mach nhiéu. Con co giat nghet thé gdy tl vong cé thé xdy ra. Thudng hon mé xdy ra trudc khi
chét dot ngdt hodc sau vai ngay hdon mé.

Dau hiéu 1am sang thuong t6n gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc.
Aminotransferase huyét tuong tang (doi khi ting rt cao) va ndng do bilirubin trong huyét tuong cling
c6 thé ting; thém niia, khi thuong t6n gan lan rong, thoi gian prothrombin sé& kéo dai. C6 thé 10%
ngudi bénh bi ngd doc khong dugc diéu tri ddc hidu da c6 thuong tén gan nghiém trong; trong s6 dé
10% dén 20% cudi ciing chét vi suy gan. Suy thin cap ciing xay ra 6 mot s6 ngudi bénh. Sinh thiét
gan phat hién hoai tli trung tAm ti€u thiy trii ving quanh tinh mach clia. 0 nhiing trudng hop khdng
t{i vong, thuong ton gan phuc hodi sau nhiéu tudn hodc nhiéu thang.

Diéu tri

Ch&n dodn sém rat quan trong trong diéu tri qua liéu paracetamol. Cé nhiing phuong phép xac dinh
nhanh nong do thudc trong huyét tuong. Tuy vdy, khong dugc tri hodn diéu tri trong khi chd doi két
qua xét nghiém néu bénh sl goi ¥ 12 qud liéu ning. Khi nhiém doc ndng, diu quan trong 12 phéi diéu
tri hé tro tich cuc. Can rlia da day trong moi trudng hop, tot nhat trong vong 4 gid sau khi udng. Lidu
phép gidi doc chinh 1a dung nhiing hop chat sulfhydryl, c6 I8 tdc dong mdt phan do bd sung du trii
glutathion & gan. N-acetylcystein ¢d tic dung khi udng hodc tiém tinh mach. Phai dung thudc gidi doc
ngay 1ap tlic, cang s6m cang tot néu chua dén 36 gid k& tu khi udng paracetamol. Diéu tri v6i N-
acetylcystein ¢6 hiéu qud hon khi cho thubc trong thoi gian du6i 10 git sau khi udng paracetamol. Khi
cho udng, hoa lodng dung dich N-acetylcystein véi nudc hodc dé usng khong cé rugu dé dat dung dich
5% va phai udng trong vong 1 gio sau khi pha. Cho udng N-acetylcystein véi liéu ddu tién 1a 140
mg/kg, sau d6 cho ti€p 17 liéu nira, mdi lieu 70 mg/kg céch nhau 4 gid mot 1an. Cham dit diéu tri néu
xét nghiém paracetamol trong huy&t tuong cho th&y nguy co doc hai gan thap. Ciing c6 thé dung N-
acetylcystein theo dudng tinh mach: liéu ban dau 13 150 mg/kg, pha trong 200 ml glucose 5%, tiém
tinh mach trong 15 phit; sau dé truyén finh mach liéu 50mg/kg trong 500 ml glucose 5% trong 4 gid;
ti€p theo la 100 mg/kg trong 1 lit dung dich trong vong 16 git tiép theo. NEu khong c¢6 dung dich
glucose 5% thi ¢6 thé dung dung dich natri clorid 0,9%.

Téc dung khéng mong mudn clia N-acetylcystein gom ban da (gdm c& may day, khong yéu cau phai
ngling thudc), budn ndn, ndn, fa chdy, va phan (ing kiéu phan vé.
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Néu khong cé N-acetylcystein, c6 thé dung methionin. Néu dd dung than hoat tru6c khi dung
methionin thi phai hat than hoat ra khdi da day truc. Ngodi ra c6 thé dung than hoat va/hodc thuc
tdy mudi do ching ¢ kha ndng lam giam hap thu paracetamol.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khong diing qua liéu ghi dinh. ]
11. TEN, DIA CHI, BIEU TUONG CUA cG SG SAN XUAT:

¥ meripharm >

CONG TY CO PHAN DUQC PHAM OPV
Lo 27, Duding s6 3A, Khu Cong Nghiép Bién Hoa Il, TP. Bién Hoa, Tinh Pong Nai.
DT: (061) 3992999 Fax: (061) 3835088 ,

12. NGAY XEM XET SUA D0OI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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